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DETAILED ACTION 

Priority 

1 . Acknowledgment is made of applicant's claim for foreign priority based on an 
application filed in Israel on 14 May 1995. It is noted, however, that applicant has not 
filed a certified copy of the 113723 application as required by 35 U.S.C. 119(b). 

Drawings 

2. The drawings are objected to as failing to comply with 37 CFR 1 .84(p)(5) 
because they include the following reference character(s) not mentioned in the 
description: 28 in Figures 9 and 10, and 133 in Figure 11. Corrected drawing sheets in 
compliance with 37 CFR 1.121(d), or amendment to the specification to add the 
reference character(s) in the description in compliance with 37 CFR 1.121(b) are 
required in reply to the Office action to avoid abandonment of the application. Any 
amended replacement drawing sheet should include all of the figures appearing on the 
immediate prior version of the sheet, even if only one figure is being amended. Each 
drawing sheet submitted after the filing date of an application must be labeled in the top 
margin as either "Replacement Sheet" or "New Sheet" pursuant to 37 CFR 1.121(d). If 
the changes are not accepted by the examiner, the applicant will be notified and 
informed of any required corrective action in the next Office action. The objection to the 
drawings will not be held in abeyance. 

Specification 

3. Applicant is reminded of the proper language and format for an abstract of the 
disclosure. 
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The abstract should be in narrative form and generally limited to a single 
paragraph on a separate sheet within the range of 50 to 150 words. It is important that 
the abstract not exceed 150 words in length since the space provided for the abstract 
on the computer tape used by the printer is limited. The form and legal phraseology 
often used in patent claims, such as "means" and "said," should be avoided. The 
abstract should describe the disclosure sufficiently to assist readers in deciding whether 
there is a need for consulting the full patent text for details. 

The language should be clear and concise and should not repeat information 
given in the title. It should avoid using phrases which can be implied, such as, "The 
disclosure concerns," "The disclosure defined by this invention," "The disclosure 
describes," etc. 

The abstract of the disclosure is objected to because it exceeds 1 50 words and 
25 lines. Correction is required. See MPEP § 608.01(b). 

4. The disclosure is objected to because of the following informalities: Applicant 
omitted claim to Foreign Priority. Insert claim to Foreign Priority to the beginning of the 
disclosure. Appropriate correction is required. 

5. The disclosure is objected to because of the following informalities: Sclera has 
been defined as element 12 on page 1 1 of the disclosure. Replace element "14" with 
-12- on page 18, lines 2, 12, 13, and 15. Appropriate correction is required. 

Claim Rejections - 35 USC § 102 

6. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

7. Claims 32 and 33 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Ritch et al. (Patent No. 5,092,837). 

Regarding claim 32, Ritch et al. disclose a method of implanting an intraocular 
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implant in an eyeball (column 3, lines 24-28) using a delivery device (Figure 4A, 
element 16) for implanting the intraocular implant (Figure 4B, element 21) into the 
eyeball (see Figures 3-4 for illustration). Figure 4D shows the intraocular implant (21) 
comprises a tube (since it is cylindrical and has a hollow passage) having an inlet end 
(portion inside the eyeball), an outlet end (portion on surface of the eyeball), and a tube 
passage (36) extending between the inlet end and the outlet end for permitting aqueous 
humor to flow out of the eyeball (column 6, lines 41-45). Figure 4C shows a flange (25) 
connected to the tube (21) at the outlet end of the tube for placing on a surface of the 
eyeball. Figure 4A shows a delivery device comprising a handle (38, 31,32), and a rod- 
like instrument (28) having a tip (35) for penetrating the tube passage (36) of the implant 
(21 ; see Figure 4B) and an abutment surface (29) for abutting the flange (25) of the 
implant (21). 

Ritch et al. disclose attaching the implant (21) to the delivery device (16) with 
the tip (35) of the rod-like instrument (28) penetrating the tube passage (36) of the 
implant (column 5, lines 60-63), cutting an opening in a portion of the conjunctiva of the 
eyeball (column 4, lines 49-50; since the conjunctiva covers eyeball, it is inherent that 
the incision must be made through the conjunctiva portion) that lies at a distance away 
from an intended implantation site (opposite from the implantation site; see Figure 3), 
placing the implant (21) by the delivery device (16) through the opening in the 
conjunctiva (column 4, lines 55-57), directing the implant (21) by the delivery device (16) 
to the implantation site (column 4, line 57), inserting the implant (21) through the sclera 
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(18) at the implantation site (column 6, lines 6-31), and withdrawing the delivery device 
(column 6, lines 37-40). 

Regarding claim 33, Figure 4B shows the abutment surface (29) of the delivery 
device (16) has an angle generally corresponding to an angle of the flange (25) of the 
intraocular implant (flange 25 is flat, or having an angle of 0 degrees, and abutment 
surface 29 is flat, or having a corresponding angle of 0 degrees). 

Claim Rejections - 35 USC § 103 

8. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

9. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

10. Claims 34 and 35 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Ritch et al. in view of Donowitz (Patent No. 3,788,327). 

Regarding claim 34, Ritch et al. disclose a method of implanting an intraocular 
implant in an eyeball (column 3, lines 24-28) using a delivery device (Figure 4A, 
element 16) for implanting the intraocular implant (Figure 4B, element 21) into the 
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eyeball (see Figures 3-4 for illustration). Figure 4D shows the intraocular implant (21) 
comprises a tube (since it is cylindrical and has a hollow passage) having an inlet end 
(portion inside the eyeball), an outlet end (portion on surface of the eyeball), and a tube 
passage (36) extending between the inlet end and the outlet end for permitting aqueous 
humor to flow out of the eyeball (column 6, lines 41-45). Figure 4C shows a flange (25) 
connected to the tube (21) at the outlet end of the tube for placing on a surface of the 
eyeball. 

Ritch et al. further disclose attaching the implant (21) to the delivery device 
(column 5, lines 60-63), cutting an opening in a portion of the conjunctiva of the eyeball 
(column 4, lines 49-50; since the conjunctiva covers eyeball, it is inherent that the 
incision must be made through the conjunctiva portion) that lies at a distance away from 
an intended implantation site (opposite from the implantation site; see Figure 3), placing 
the implant (21) by the delivery device (16) through the opening in the conjunctiva 
(column 4, lines 55-57), directing the implant (21) by the delivery device (16) to the 
implantation site (column 4, line 57), inserting the implant (21) through the sclera (18) at 
the implantation site (column 6, lines 6-31), and withdrawing the delivery device (column 
6, lines 37-40). 

Ritch et al. do not disclose a pointed tip at the inlet end of the tube (21). Like 
Ritch et al., Donowitz et al. disclose a tube (Figure 4, not labeled) for implanting into the 
eyeball. Unlike Ritch et al., Donowitz et al. disclose a pointed tip (36) at the inlet end 
(38) of the tube in order to facilitate easy insertion into the eye (column 3, lines 66-67, 
through column 4, lines 1-3). Regarding claim 35, Donowitz et al. further disclose 
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penetrating the sclera by the pointed tip (36) of the implant (column 4, lines 14-17), and 
inserting the implant through the sclera (column 4, lines 32-33). Therefore, to provide 
the implant of Ritch et al. with a pointed tip at the inlet end of the tube as taught by 
Donowitz et al. would have been obvious to one of ordinary skill in the art at the time the 
invention was made in order to facilitate easy insertion into any portion of the eye 
desired, without the use of a separate piercing device. 

1 1 . Claim 36 is rejected under 35 U.S.C. 1 03(a) as being unpatentable over Ritch et 
al. in view of Donowitz et al., as applied to the claims above, and further in view of 
Rubinstein (Patent No. 5,433,701). 

Ritch et al. in view of Donowitz et al. disclose a method as described above, 
however, Ritch et al. in view of Donowitz et al. do not disclose the beveled surface at 
the inlet end of the implant faces away from the iris. Like Ritch et al. in view of Donowitz 
et al., Rubinstein discloses an implant (Figures 2-3, element 10) for inserting into the 
eyeball. Unlike Ritch et al. in view of Donowitz et al., Rubinstein discloses the beveled 
surface (16) at the inlet end (24) of the implant (10) faces away from the iris (Figure 2, 
element 21), in order to minimize the possibility that the iris (21) will obstruct the 
passage of aqueous humor from the anterior chamber of the eye into the tube 
passageway (22) of the implant (column 3, lines 48-68, through column 4, lines 1-7). 
Therefore, to orient the implant of Ritch et al. in view of Donowitz et al. in such a way 
that the beveled surface at the inlet end of the implant faces away from the iris as taught 
by Rubinstein would have been obvious to one of ordinary skill in the art at the time the 
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invention was made in order to limit the possibility for obstruction of the implant 
passageway. 

12. Claims 37 and 38 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Ritch et al. in view of Donowitz et al. as applied to the claims above, and further in 
view of Wong et al. (Patent No. 5,000,731). 

Ritch et al. in view of Donowitz et al. disclose a method as described above, 
however, Ritch et al. in view of Donowitz et al. do not disclose a visible marker on the 
implant. Like Ritch et al. in view of Donowitz et al., Wong et al. disclose an implant 
(Figure 1 , not labeled) providing a passage for fluid flow in order to reduce pressure 
within an organ. Unlike Ritch et al. in view of Donowitz et al., Wong et al. disclose 
circumferential holes (13) in order to facilitate fluid drainage (column 3, lines 43-47). 
Furthermore, it is obvious that these circumferential holes (13) may be used as 
"markers" since they are clearly visible on the implant. Therefore, to construct the 
implant of Ritch et al. in view of Donowitz et al. with markers, such as circumferential 
holes, as taught by Wong et al. would have been obvious to one of ordinary skill in the 
art at the time the invention was made in order to further facilitate aqueous humor 
drainage. 

13. Claims 39, 42, and 43 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Ritch et al. in view of Wong et al. 

Ritch et al. disclose a method of implanting an intraocular implant in an eyeball 
(column 3, lines 24-28) using a delivery device (Figure 4A, element 16) for implanting 
the intraocular implant (Figure 4B, element 21) into the eyeball (see Figures 3-4 for 
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illustration). Figure 4D shows the intraocular implant (21) comprises a tube (since it is 
cylindrical and has a hollow passage) having an inlet end (portion inside the eyeball), an 
outlet end (portion on surface of the eyeball), and a tube passage (36) extending 
between the inlet end and the outlet end for permitting aqueous humor to flow out of the 
eyeball (column 6, lines 41-45). Figure 4C shows a flange (25) connected to the tube 
(21) at the outlet end of the tube for placing on a surface of the eyeball. 

Ritch et al. further disclose attaching the implant (21) to the delivery device (16) 
with the tip (35) of the rod-like instrument (28) penetrating the tube passage (36) of the 
implant (column 5, lines 60-63), cutting an opening in a portion of the conjunctiva of the 
eyeball (column 4, lines 49-50; since the conjunctiva covers eyeball, it is inherent that 
the incision must be made through the conjunctiva portion) that lies at a distance away 
from an intended implantation site (opposite from the implantation site; see Figure 3), 
placing the implant (21) by the delivery device (16) through the opening in the 
conjunctiva (column 4, lines 55-57), directing the implant (21) by the delivery device (16) 
to the implantation site (column 4, line 57), inserting the implant (21) through the sclera 
(18) at the implantation site (column 6, lines 6-31), and withdrawing the delivery device 
(column 6, lines 37-40). 

Ritch et al. do not disclose the tube (21) has at least one side opening at the inlet. 
Wong et al. disclose an implant (Figure 1, not labeled) providing a passage for fluid flow 
in order to reduce pressure within an organ. Unlike Ritch et al., Wong et al. disclose 
side openings (13) in order to facilitate fluid drainage (column 3, lines 43-47). 
Furthermore, it is obvious that these side openings (13) may be used as "markers" since 
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they are clearly visible on the implant. Therefore, to construct the implant of Ritch et al. 
with side openings that may be used as markers as taught by Wong et al. would have 
been obvious to one of ordinary skill in the art at the time the invention was made in 
order to further facilitate aqueous humor drainage. 

14. Claim 40 is rejected under 35 U.S.C. 103(a) as being unpatentable over Ritch et 
al. in view of Wong et al. as applied to the claims above, and further in view of Donowitz 
etal. 

Ritch et al. in view of Wong et al. disclose a method as described above, 
however, Ritch et al. in view of Wong et al. do not disclose a pointed tip at the inlet end 
of the tube (21). Like Ritch et al. in view of Wong et al., Donowitz et al. disclose a tube 
(Figure 4, not labeled) for implanting into the eyeball. Unlike Ritch et al. in view of Wong 
et al., Donowitz et al. disclose a pointed tip (36) at the inlet end (38) of the tube in order 
to facilitate easy insertion into the eye (column 3, lines 66-67, through column 4, lines 1- 
3). Donowitz et al. further disclose penetrating the sclera by the pointed tip (36) of the 
implant (column 4, lines 14-17), and inserting the implant through the sclera (column 4, 
lines 32-33). Therefore, to provide the implant of Ritch et al. in view of Wong et al. with 
a pointed tip at the inlet end of the tube as taught by Donowitz et al. would have been 
obvious to one of ordinary skill in the art at the time the invention was made in order to 
facilitate easy insertion into any portion of the eye desired, without the use of a separate 
piercing device. 
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15. Claim 41 is rejected under 35 U.S.C. 103(a) as being unpatentable over Ritch et 
al. in view of Wong et al. as applied to the claims above, and further in view of 
Rubinstein. 

Ritch et al. in view of Wong et al. disclose a method as described above, 
however, Ritch et al. in view of Wong et al. do not disclose a beveled surface at the inlet 
end of the implant that faces away from the iris. Like Ritch et al. in view of Wong et al., 
Rubinstein discloses an implant (Figures 2-3, element 1 0) for inserting into the eyeball. 
Unlike Ritch et al. in view of Wong et al., Rubinstein discloses a beveled surface (16) at 
the inlet end (24) of the implant (10) that faces away from the iris (Figure 2, element 21), 
in order to minimize the possibility that the iris (21) will obstruct the passage of aqueous 
humor from the anterior chamber of the eye into the tube passageway (22) of the 
implant (column 3, lines 48-68, through column 4, lines 1-7). Therefore, to construct and 
orient the implant of Ritch et al. in view of Wong et al. in such a way that a beveled 
surface at the inlet end of the implant faces away from the iris as taught by Rubinstein 
et al. would have been obvious to one of ordinary skill in the art at the time the invention 
was made in order to limit the possibility for obstruction of the implant passageway. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Melanie Tyson whose telephone number is (571) 272- 
9062. The examiner can normally be reached on Monday through Thursday 7:30 a.m. - 
5:00 p.m., alternate Fridays 7:30 a.m. - 4:00 p.m. EST. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Anhtuan Nguyen can be reached on (571) 272-4963. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



Melanie Tyson /'L 
September 7, 2006 





